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4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 1. 5. 7. 8. 21-31. 74. and 75 is/are rejected. 
?)□ Claim(s) is/are objected to. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
September 15, 2008 has been entered. 

Terminal Disclaimer 

2. The terminal disclaimer filed on September 1 5, 2008 disclaiming the terminal 
portion of any patent granted on this application which would extend beyond the 
expiration date of U.S. Patent Nos. 5,972,004 and 6,162,233 has been reviewed and is 
accepted. The terminal disclaimer has been recorded. 

Claim Objections 

3. Claims 74 and 75 are objected to because of the following informality: The 
status identifier (e.g., ~(new)~) was not given for each of these claims. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 21-25 are rejected under 35 U.S.C. 102(b) as being anticipated by Pyl<a 
at al. (5,002,563). Pyka et al. disclose, at least in figures 3-5B1 and in col. 5, line 8 to 
col. 6, line 2 and col. 7, lines 37-51; a method of placing a fastener (18) in a patient 
during surgery, where the method includes providing a fastener with formable portion 
and a base (33, 36, or bottom of the U-shape) and a leg (16) extending from the base, 
the leg having a point on one end and an indeterminate length measured from the base; 
locating fastener inside a patient on one side of tissue (24), driving a pointed end of the 
fastener through tissue using one leg, moving the fastener into position; grasping the 
leg after the leg has penetrated tissue, tensioning the leg (by pulling) and moving the 
base of the fastener against the tissue; immobilizing the leg on the other side of tissue 
(other side of a wound), and cutting the fastener between the base and the pointed end 
to form a new end on the leg, engaging or grasping the end of the immobilized leg (with 
"instruments"); and bending the leg (i.e., allowing the leg to bend) to force the end (28) 
back towards the base of the fastener. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set fortli in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claims 1 , 27, 28, 74, and 75 are rejected under 35 U.S.C. 1 03(a) as being 

unpatentable over Pyka et al. (5,002,563) in view of Conn (2,199,025). Pyka et al. 

disclose the invention substantially as claimed. Pyka et al. disclose, at least in figures 

3-5B1 and in col. 5, line 8 to col. 6, line 2 and col. 7, lines 37-51 ; a fastener for use in 

surgery and a method, where the fastener and method include a body (18) having a 

base (33 or 36) and a leg (16) extending from the base; the body having a width 

dimension; the leg having a pointed end (at 14), an unformed length dimension from the 

base to the pointed end, the length that is long enough to extend out of a patient when 

the base is in an anchoring position within the patient's body, the leg configured to be 

cut to a formed length dimension measured between said base and the pointed end 

with the end located between the pointed end and the base such that the unformed 

length is greater than the formed length. However, Pyka et al. do not disclose a pledget 

on the body adjacent to the base or placing a pledget or prosthesis on the fastener 

adjacent to the base or tissue. Conn teaches, at least in figures 2-4 and col. 3, lines 21- 

34; the placement of a pledget or prosthesis (14 or 17) adjacent to the base of a 

fastener (i.e., a portion of suture adjacent to the patient's skin) and adjacent to tissue 
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15. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made, in view of Conn, to include a pledget or prosthesis with the 
fastener and method of Pyka et al. Such a pledget or prosthesis would not only protect 
tissue from trauma from the fastener body, it would allow absorption of secretions from 
a tissue wound and allow a means for delivery of therapeutic materials to the tissue. 
8. Claims 5, 7, and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Pyka et al. (5,002,563) in view of Levy (4,549,545). Pyka et al. disclose the 
invention substantially as clamed. Pyka discloses a wire fastener with a U-shaped body 
having a base (bottom of the U-shape) and two legs (16, 26), the body having a width 
dimension measured from one leg to the other, one leg having a pointed end (at 14) 
and a length dimension measured from the base to the pointed end that is long enough 
to extend out of a patient when the base is in an anchoring position from the patient's 
body. However, Pyka et al. do not disclose that the length dimension is greater than the 
width dimension by factors as claimed. Nevertheless, it would have been an obvious 
matter of design choice to size a leg as claimed, since such a modification would have 
involved a mere change in the size of component. A change in size is generally 
recognized as being within the level of ordinary skill in the art. 

Pyka et al. also do not disclose that another leg has a pointed end and a pledget 
adjacent the base. Levy teaches, at least in figure 1 , a U-shaped fastener (14) with two 
pointed ends (12a, 12b) and a pledget (16) adjacent the base. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made, in 
view of Levy, to include another pointed end and a pledget in the fastener of Pyka et al. 
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Another pointed end would allow the convenient fastening of tissues from both ends of 
the fastener, while a pledget would protect tissues being fastened from trauma from the 
fastener body. 

9. Claims 29-31 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pyka et al. (5,002,563). Pyka et al. disclose the invention substantially as claimed, but 
do not specifically disclose grasping of tissue phor to driving the pointed end through 
tissue, placing a plurality of fasteners, and organizing the fasteners. Nevertheless, 
Pyka et al. also disclose, in col. 9, lines 13-15, an example of a wound repaired by a 
plurality of "sutures 10." Thus, it would have obvious to one having ordinary skill in the 
art at the time the invention was made to perform these steps. Grasping of tissue 
(manually or by "instruments" or by initial fasteners) would provide mechanical support 
to and positioning of soft tissues, so that a pointed end of a fastener may effectively 
penetrate tissue. The placing of a plurality of fasteners would allow the repair of a large 
wound or multiple wounds, while the organizing of fasteners would ensure that an 
adequate supply of fasteners is provided for a surgical procedure. 

Response to Amendment 

10. Applicant's arguments with respect to claims 1 , 5, 7, 8, 21-31 , 74, and 75 have 
been considered but are moot in view of the new ground(s) of rejection. The rejection 
under 35 U.S.C. 112, 2"^ paragraph, is hereby withdrawn, and the obviousness-type 
double patenting rejection is withdrawn in view of the abovementioned terminal 
disclaimer. 
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Conclusion 

1 1 . Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 ) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 
November 27, 2008 



